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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

1 . Claims 1-23 are pending. 

Response to Arguments 

2. Applicant's arguments with respect to claims 1-2, 12, and 23 have been 
considered but are moot in view of the new ground(s) of rejection, Williams et al. (US 
Patent No. 6,691,070). 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
inlcrnalional application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was pubhshed under Article 21(2) of such treaty in the EngUsh language. 

4. Claims1-2, 11-12, and 21-22 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Williams et al. (US Patent No. 6,691,070). 

Referring to the rejection of claim 1 , Williams et al. discloses a computer- 
implemented method of validating a computer system comprising the steps of: 

(I) receiving data representative of a plurality of requirements for validating said 
computer system (See Column 2, lines 54-67) 

(ii) generating a validation plan to validate the computer system based on said 
received data (See Column 5, lines 63-67, Column 6, lines 1-17) 

(III) determining a computing environment appropriate to said computer system 
based on said received data (See Column 6, lines 18-32) 
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(iv) generating a plurality of tests for the computer system to be performed during 
an implementation of said validation plan (See Column 10, lines 23-30) 

(v) presenting said tests to a user as part of said implementation (See Column 

10, lines 30-42) 

(vi) receiving responses from said user as to a status of said tests (See Column 

11, lines 14-19) 

(vii) generating a validation report based on said responses (See Column 13, 
lines 23-29) 

(viii) presenting a non-validation message if said validation report indicates said 
system failed one or more of said tests (See Column 12, lines 55-64) 

(ix) presenting a validation message if said validation report indicates said 
system meets said tests (See Column 12, lines 35-54) 

and, (x) repeating one or more of the foregoing steps until said validation report 
indicates said system meets said tests (See Column 2, lines 54-67) 

Referring to the rejection of claims 2, 12 and 22, Williams et al. discloses a 
computer-implemented method, apparatus, and readable media of validating a 
computer system comprising the steps of: 

receiving a plurality of validation requirements for said computer system (See 
Column 2, lines 54-67) 

receiving data representative of the results of performing each validation 
requirement, said results including whether the computer system achieved a particular 
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requirement was adiieved and exception reports for each requirement that was not 
achieved (See Column 16, lines 4-16) 

and, generating a report for each of said requirements, said report including a 
message indicating whether said system is validated if a defined set of said 
requirements are achieved (See Column 13, lines 23-29) 

Referring to the rejection of claims 1 1 and 21 , Williams et al. discloses the 
claimed limitation wherein comprising the additional step of presenting a report 
summarizing each of said requirements (See Column 16, lines 4-16) 
Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A palcnl may nol be oblaincd Ihough the invention is not identically disclosed or described as set Ibrth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
maimer in which the invention was made. 

6. Claims 3-10, 13-20, and 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Williams et al. (US Patent No. 6,691 ,070) in view of Brinkman et al. 
(Pub No. 2005/0065818). 

Williams et al. discloses the claimed limitation as disclosed. However, Williams et 
al. fails to explicitly disclose third-party qualifications, audits, and computer-based 
training sessions for the users. Brinkman et al. discloses a computer implemented 
and/or assisted health information system for tracking and/or ensuring appropriated 
patient care, whereby the system facilitates client access to health professionals for an 
enrolled population. 
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Referring to the rejection of claims 3 and 13, (Williams et al. modified by 
Brinkman et al.) discloses the claimed limitation wherein said computer system is a 
computer system used in the pharmaceutical industry (See Brinkman et al., page 4, 
Section 0059) 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to combine Williams et al.'s system for monitoring a 
controlled environment for validating a computer system with Brinkman et al.'s 
computer integrated medical system. Motivation for such an implementation would 
enable a method and/or system to provide a single, integrated means for tracking 
and/or monitoring client member usage for health, pharmaceutical, and management 
services. (See Brinkman et al., page 2, Section 0023) 

Referring to the rejection of claims 4 and 14, (Williams et al. modified by 
Brinkman et al.) discloses the claimed limitation wherein said computer system is a 
computer system used in the health care industry (See Brinkman et al., page 4, Section 
0068) 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to combine Williams et al.'s system for monitoring a 
controlled environment for validating a computer system with Brinkman et al.'s 
computer integrated medical system. Motivation for such an implementation would 
enable a method and/or system to provide a single, integrated means for tracking 
and/or monitoring client member usage for health, pharmaceutical, and management 
services. (See Brinkman et al., page 2, Section 0023) 
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Referring to the rejection of claims 5 and 15, (Williams et al. modified by 
Brinkman et al.) discloses the claimed limitation wherein said validation requirements 
include at least one of a installation qualification, operational qualification, performance 
qualification, a third-party qualification (See Brinkman et al., page 5, Section 0071) 

Therefore, it would have been obvious to one of ordinary skill In the art at the 
time the invention was made to combine Williams et al.'s system for monitoring a 
controlled environment for validating a computer system with Brinkman et al.'s 
computer integrated medical system. Motivation for such an implementation would 
enable a method and/or system to provide a single, integrated means for tracking 
and/or monitoring client member usage for health, pharmaceutical, and management 
services. (See Brinkman et al., page 2, Section 0023) 

Referring to the rejection of claims 6 and 16, (Williams et al. modified by 
Brinkman et al.) discloses the claimed limitation wherein said third-party qualification is 
based on 21 CFR Part 1 1 (See Brinkman et al., page 9, Section 0097) 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to combine Williams et al.'s system for monitoring a 
controlled environment for validating a computer system with Brinkman et al.'s 
computer Integrated medical system. Motivation for such an Implementation would 
enable a method and/or system to provide a single, integrated means for tracking 
and/or monitoring client member usage for health, pharmaceutical, and management 
services. (See Brinkman et al., page 2, Section 0023) 
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Referring to the rejection of claims 7 and 17, (Williams et al. modified by 
Brinkman et al.) discloses the claimed limitation wherein said installation qualification, 
said operational qualification, said performance qualification, and said third-party 
qualification each include at least one of a hardware requirement, a user requirement, a 
test objective, and a test instruction (See Brinkman et al., page 4, Section 0064) 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to combine Williams et al.'s system for monitoring a 
controlled environment for validating a computer system with Brinkman et al.'s 
computer integrated medical system. Motivation for such an Implementation would 
enable a method and/or system to provide a single, integrated means for tracking 
and/or monitoring client member usage for health, pharmaceutical, and management 
services. (See Brinkman et al., page 2, Section 0023) 

Referring to the rejection of claims 8 and 18, (Williams et al. modified by 
Brinkman et al.) discloses the claimed limitation wherein said validation requirement 
further includes an audit respective to said installation qualification, said operational 
qualification, said performance qualification, and said third-party qualification (See 
Brinkman et al., page 7, Section 0086) 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to combine Williams et al.'s system for monitoring a 
controlled environment for validating a computer system with Brinkman et al.'s 
computer integrated medical system. Motivation for such an implementation would 
enable a method and/or system to provide a single, integrated means for tracking 
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and/or monitoring client member usage for health, pharmaceutical, and management 
services. (See Brinkman et al., page 2, Section 0023) 

Referring to the rejection of claims 9 and 19, (Williams et al. modified by 
Brinkman et al.) discloses the claimed limitation wherein said audit is comprised of 
predefined checklist reflecting best practices applicable to an identifiable type of said 
system (See Brinkman et al., page 7, Section 0086) 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to combine Williams et al.'s system for monitoring a 
controlled environment for validating a computer system with Brinkman et al.'s 
computer integrated medical system. Motivation for such an implementation would 
enable a method and/or system to provide a single, integrated means for tracking 
and/or monitoring client member usage for health, pharmaceutical, and management 
services. (See Brinkman et al., page 2, Section 0023) 

Referring to the rejection of claims 10 and 20, (Williams et al. modified by 
Brinkman et al.) discloses the claimed limitation wherein said report indicates that said 
requirements are not achieved unless an affirmative response that each requirement 
was achieved has been received (See Brinkman et al., page 7, Section 0085) 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to combine Williams et al.'s system for monitoring a 
controlled environment for validating a computer system with Brinkman et al.'s 
computer integrated medical system. Motivation for such an implementation would 
enable a method and/or system to provide a single, integrated means for tracking 



Application/Control Number: 10/635,003 Page 9 

Art Unit: 2137 

and/or monitoring client member usage for health, pharmaceutical, and management 
services. (See Brinkman et al., page 2, Section 0023) 

Referring to the rejection of claim 23, (Williams et al. modified by Brinkman et al.) 
discloses a method of restricting access to a computing apparatus comprising the steps 

of: 

delivering a computer-based training session to a user, said session for 
instructing said user how to operate said apparatus (See Brinkman et al., page 7, 
Section 0089) 

generating a unique user code respective to said user provided said user 
successfully completes said training session (See Brinkman et al., page 7, Section 
0089) 

presenting a user-login dialogue on said apparatus, said dialogue requesting an 
identification of said user and said user code (See Brinkman et al., page 8, Section 
0090) 

allowing access to said computing apparatus if a received identification and a 
received user code match said user and said user code and otherwise refusing access 
to said computing apparatus (See Brinkman et al., page 8, Section 0091) 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to combine Williams et al.'s system for monitoring a 
controlled environment for validating a computer system with Brinkman et al.'s 
computer integrated medical system. Motivation for such an implementation would 
enable a method and/or system to provide a single, integrated means for tracking 
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and/or monitoring client member usage for health, pharmaceutical, and management 
services. (See Brinkman et al., page 2, Section 0023) 
Conclusion 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Courtney D. Fields whose telephone number is 571- 
272-3871 . The examiner can normally be reached on Mon - Thurs. 6:00 - 4:00 pm; off 
every Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Emmanuel Moise can be reached on 571-272-3865. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Courtney D. Fields/ 
Examiner, Art Unit 2137 
May 8, 2008 
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